CD 



Attorney Docket No.: 501438.20501 



Customer No.: 026418 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant: C. Friedman et. al. : Confirmation No.: 7247 

Serial No.: 10/692,055 : Art Unit: 1615 

Filing Date: October 22, 2003 

For: METHOD AND SYSTEM FOR INTRA VESICULAR 

DELIVERY OF THERAPEUTIC AGENTS 

April 4, 2005 

Mail Stop: Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, A 22313-1450 

INFORMATION DISCLOSURE STATEMENT 

SIR: 

The enclosed Information Disclosure Statement ("IDS") is submitted in accordance 
with 37 C.F.R. §§ 197 and 1.98, and it is requested that the information set forth in this 
statement and in the listed documents be considered during the pendency of the above- 
identified application, and any other application relying on the filing date of the above- 
identified application or cross-referencing it as a related application. 

In accordance with 37 C.F.R. § 1.98 forms PTO-1449 are attached hereto. Copies 
of the US patents are not attached, as the USPTO waived the requirement under 37 
C.F.R. 1.98(a)(2)(i) for submitting copies of U.S. patents and U.S. patent application 
publications in all U.S. applications filed after June 30, 2003. See OG Notice published 
on August 5, 2003. 



NYLIB-293952.1-WHDIPPER-501438-20501 4/2/05 9:45 AM 



Attorney Docket No.: 501438.20501 
Customer No.: 026418 



The filing of this IDS should not be construed as a representation that a search has 
been made or that information cited is, or is considered to be, material to patentability as 
defined in § 1.56(b), or that any cited document listed or attached is (or constitutes) prior 
art. Unless otherwise indicated, the date of publication indicated for an item is taken 
from the face of the item and Applicants reserve the right to prove that the date of 
publication is in fact different. 

No fee is believed due. However, any fee necessary for entry of this paper should 
be charged to Deposit Account No. 50-1529 . 



Reed Smith LLP 

599 Lexington Avenue 

29 th Floor 

New York, New York 10022-7650 
Telephone: 212.521.5400 
Facsimile: 212.521.5450 
e-Mail: wdippert@reedsmith.com 



Respectfully submitted 



April 4, 2005 




William H. Dippert 
Registration No. 26,723 



NYLIB-293952.1-WHDIPPER-501438-20501 4/2/05 9:45 AM 



-2- 



/ 



PTO/SB/08A (04-03) 
Approved for use through 04/30/2003. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control numb er. 



Substitute for form 1449/PTO 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 



Customer No.: 



026418 



Application Number 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



10/692,055 



October 22,2003 



Craig D. Friedman 



1615 



1 



Attorney Docket Number 



501438.20501 



U. S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


nnrnmpnt Nnmhpr 


Publication Date 
MM-DD-YYYY 


inch lie ui r aici lice ui 

Applicant of Cited Document 


rdgea, columns, Lines, vvnere 
Relevant Passages or Relevant 

FiQuicS Appcaf 


Kh ipvsKAr V!m«4 — f ^2 (if known) 

IIMIIIUUl'lVIIU WUU^, 




A 

A 


US- A Ci~7 A Pjlrt 

uo 4,871,542 


10-3-89 


Vilhardt 






B 


us ' 5,061,914 


10-29-91 


Busch et. al. 






C 


US- c acic or\c 

uo 5,496,305 


03-05-96 


Kittreii et. al. 






D 


uo 5,525,348 


06-1 1-96 


Whitbourne et. al. 






E 


us ' s fi9Q nnft 


0^-1 ^-Q7 


Lee 






F 


us " 5,986,034 


11-16-99 


DiDomenico et. al. 






G 


us " 6,039,967 


03-21-00 


Ottoboni et. al. 






H 


us " 6,054,142 


04-25-00 


Li et. al. 






I 


us " 6,11 1,052 


08-29-00 


DiDomenico et. al. 






J 


us " 6,149,678 


11-21-00 


DiDomenico et. al. 






K 


us - 6,177,522 


01-23-01 


Brady et. al. 






L 


us " 6,183,461 


02-06-01 


Matsuura et. al. 






M 


us " 6,207,180 


03-27-01 


Ottoboni et. al. 






N 


us " 6,245,090 


06-12-01 


Gilson et. al. 






O 


us- 6,293,923 


09-25-01 


Yachia et. al. 






P 


us - 6,31 3,254 


11-06-01 


Meijs et. al. 






Q 


us - 6,398,718 


06-04-02 


Yachia et. al. 






R 


us " 6,531,154 


03-11-03 


Mathiowitz et. al. 






S 


us - 6,545,097 


04-08-03 


Pinchuk et. al. 







FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 

No. 1 


Foreign Patent Document 


Publication 
Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, 
Where Relevant Passages 
Or Relevant Figures Appear 


T 8 


Country Code 3 "Number * "Kind Code 5 (if Known) 
















































































Signature 


Date 

Considered 



. . . . . . ... . M ~ ■ — ■ unvuyii ^uauwii ii nui in ^uiHUMHdnw; dllU IIUl 

considered. Include copy of this form with next communication to applicant. Applicant's unique citation designation number (optional) 2 See Kinds Codes of 
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. Enter Office that issued the document, by the two-letter code (WIPO Standard ST 3) 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 8 Applicant is to place a check mark here if English language 
Translation is attached. 

Men™ 8Cti0n 0f information is required by 37 CFR 1.97 and 1 .98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case Any comments' 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer U S Patent 
and Trademark Office, U.S. Department of Commerce, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS SEND 
TO: Commissioner for Patents, Washington, DC 20231. 

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2. 



PTO/SB/08A (04-03) 
Approved for use through 04/30/2003. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



Substitute for form 1449/PTO 


Complete if Known 


\ 




Application Number 


10/692,055 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Filing Date 


October 22, 2003 


First Named Inventor 


Craig D. Friedman 


Art Unit 


1615 


Examiner Name 




V Sheet I 2 I of I 3 


Attorney Docket Number 


501438.20501 





U. S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Document Number 


Publication Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Panes Columns 1 inp<* WHptp 
Relevant Passages or Relevant 

Pirtnrac Annoar 

. . 9 . - r | 


Number- Kind Code 2 (lfknown) 




T 
I 


US- C AAA noc 

b,444,Q35 


AO OC AO 

02-05-02 


Chudzik, et. al. 






U 


6,610,317. 


AO O/^ /"\ O 

08-26-03 


Straub et. al. 






V 


US- ft ft 1 7 fM A 
0,01 / ,UT4 


AO AO AO 

09-09-03 


Thomson 






1 A/ 

w 


2002/0055786 


AC AO AO 

05-09-02 


Atala 






x 


us ' 20nP/D1fiQnfifi 


1 1-14-09 


f^acciHw Ckt ol 
V^doblUy tH. dl. 






Y 


us ' 2003/0120261 


06-26-03 


Gellman 






z 


us " 2003/0008015 


01-09-03 


Levisage et. al. 






AA 


us " 2002/0055730 


05-09-02 


Yachia et. al. 






AB 


us - 2002/0172717 


11-21-02 


Leong et. al. 






AC 


us " 2002/0018884 


02-14-02 


Thomson 






AD 


us " 60/471,518 


05-15-03 


Constantino et. al. 






AE 


us " 60/471,520 


05-15-03 


Constantino et. al. 






AF 


us " 20001/0019719 


09-06-01 


Offoloni 








US- 












US- 












us- 












us- 












us- 












us- 













FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Foreign Patent Document 


Publication 
Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, 
Where Relevant Passages 
Or Relevant Figures Appear 


T 6 


Country Code 3 "Number 4 "Kind Code 5 (if known) 












































































r 


Signature 


Date ] 
Considered 



fSSX « ' COpy form wrth next <* mmunicatjon to applicant. Applicant's unique citation designation number (optional). 2 See Kinds Codes of 

USPTO Patent Documents at www.uspto.gov or MPEP 901.04. Enter Office that issued the document, by the two-letter code (WIPO Standard ST 3) 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 8 Applicant is to place a check mark here if English lanquage 
Translation is attached. 

This collection of information is required by 37 CFR 1 .97 and 1 .98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer U S Patent 
and Trademark Office, U.S. Department of Commerce, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS ' SEND 
TO: Commissioner for Patents, Washington, DC 20231. 

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2. 



PTO/SB/08b(05-03) 
Approved for use through 05/31/2003. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number. 



Substitute for form 1449B/PTO 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 



Application Number 



Complete if Known 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



10/692,055 



October 22, 2003 



Craig D. Friedman 



1615 



Sheet 



of 



Attorney Docket Number 



501438.20501 





kir^KI DATE MX 1 ITCDATIIDC r\f~\f^l 1 C T O 

NUN KAItNl LllhKAIUKb DOCUMENTS 




Examiner 
Initials* 


Cite 
No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, 
magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), publisher, city 

and/or country where published. 


t 2 ; 




AG 


M. Fraser, et. al., "The Future of Bladder Control - Intravesical Drug Delivery, a Pinch of Pepper and Gene 
Therapy", Reviews in Urology, Vol. 4, no. 1 (2002) (pages 1-11) 






AH 


D. Song, et. al., "Bladder Tissue Pharmacokinetics of IntravesicalTaxol", Cancer Chemother Pharmacol (1997), 

4U. ZoD-ZvZ 






Al 


Z. Olah, et. al., "Ligand-induced Dynamic Membrane Changes and Cell Deletion Conferred by Vanilloid 
Receptor 1", The Journal of Biological Chemistry, Vol. 276, No. 14, (2001) pp. 11021-11030 







AJ 


A. Macha, et. al. "A Phorboid 20-Homovanillates Induce Apoptosis Through a VR1-lndependent Mechanism", 
L-nern. dioi., zuuu, f\f) 







AK 


A. Szallasi et. al., "A Vanilloid (Capsicn) Receptors and Mechanisms" Pharmacol. Rev., 1991, 51: 159 






AL 


A. Szallasi et. al., "A Resin iferatoxin-type Phorboid Vanilloids Display Capsaicin-like Selectivity at Native 
Vanilloid Receptors on Rat DR6 Neurons and at the Cloned Vanilloid Receptor VR1 , 1 999, 1 28(2), 428-434 













































Examiner 




Date 




^ Signature 




Considered 





'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached 
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO 
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1 .14. This collection is estimated to take 120 minutes to complete, including 
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the 
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer U S Patent and 
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 



PTO/SB92 (08-00) 

Approved for use through 10/31/2002. OMB 0651-0031 
U. S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number. 



Certificate of Mailing under 37 CFR 1.8 



I hereby certify that this correspondence is being deposited with the United States 
Postal Service with sufficient postage as first class mail in an envelope addressed to: 



Mail Stop: Amendment 
Commissioner For Patents 

P.O. Box 1450 
Alexandria, VA 22313-1450 



April 4, 2005 

on 



Date 




Geraldine Gress 



Reed Smith LLP 
599 Lexington Avenue 
29th Floor 
New York, New York 10022-7650 
Tel: 212-521-5400; Fax: 212-521-5450 

Note: Each paper must have its own certificate of mailing, or this certificate must identify 
each submitted paper. 

Applicant: Craig D. Friedman, et al. 
Serial No: 10/692,055 
Filing Date: October 22, 2003 

For: METHOD AND SYSTEM FOR INTRAVESICULAR DELIVERY ... 

Enclosures: (1) Information Disclosure Statement (2 pages); (2) IDS Citation (3 pages); 
(3) Cited References (3 of 6); (4) Acknowledgement Postcard. 



Burden Hour Statement: This form is estimated to take 0.03 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on 
the amount of time you are required to complete this form should be sent to the Chief Information Officer, U. S. Patent and Trademark Office, Washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231. 



